DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Health Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAY |9 1997

Mrs. Angela Hamlen

‘President

Impact Case Technologies, Incorporated
20 Steelcase Road, West,

Unit 6 & 7

Markham, Ontaric,

Canada

Re: K964825
Trade Name: Freedom Traveller
Regulatory Class: II
Product Code: MLW
Dated: February 14, 1997
Received: February 25, 19297

Dear Mrs. Hamlen:

We have reviewed your Section 510 (k] notification of intent to
market the device referenced above and we have determined the
device ig substantially equivalent (for the indications for
use stated in the enclosure) tc devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act ({(Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.
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If you desire specific advice for your device on our labeling
regqulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4618. Additionally, for gquestions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFE 807.37). Other general
information on your responsibilities under the Act may be
obtained from the Divigion of 111 Manufacturers Assistance

at its teoll-free number (800} £3842041 or at (301) 443-6597.
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solution (dialysate) can be heated when trave]ling - utilizing the carx cigarette lighter.



